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APPROVAL  DATE: 
EXPIRATION  DATE: 
REVIEW  TYPE: 


Bernard  Rubai,  Ph.D. 

Brooke  Army  Medical  Center  (BAMC)  Institutional  Review  Board 

[408191-1]  High-Fidelity  Hemodynamic  Waveform  and  Data  Repository  for 

Training  Allied  Health  Personnel  and  Research 

C.2015.008d 

New  Project 

APPROVED 

February  11 , 2015 

February  11 ,  2016 

Expedited  Review 


1.  Congratulations!  The  Brooke  Army  Medical  Center  (BAMC)  Institutional  Review  Board  (IRB)  reviewed 
and  APPROVED  your  aforementioned  protocol  and  supporting  documents  on  February  11,  2015. 

The  research  is  judged  to  constitute  Minimal  Risk.  The  protocol  has  been  assigned  control  number 
C  2015.008d.  Please  refer  to  this  designation  in  all  correspondence. 

Your  protocol  was  reviewed  for  regulatory  compliance  under  Expedited  Review,  in  accordance  with 
32CFR§219. 110(a)  Federal  Registry  Categories  (5)  and  (6).  Applicable  OHRP  (under  45CFR46),  FDA 
(under  21CFR§50  and  56)  and  HIPAA  (45CFR§160  and  164)  regulations  were  also  consulted,  as 
appropriate. 

2.  This  submission  has  received  Expedited  Review  based  on  the  applicable  federal  regulation 

a.  The  protocol  is  approved  to  enroll  up  to  4,500  records 

b.  A  waiver  of  informed  consent  has  been  approved  IAW  32  CFR§21 9. 116(d)  for  the  entire 
study 

c.  A  HIPAA  waiver  has  been  submitted  and  approved. 

d.  No  funding  is  requested  from  the  Department  of  Clinical  Investigation. 

3.  All  documents  labelled  *FINAL  within  the  Designer  Page  and  Board  Documents  sections  of  IRBNet  are 
to  be  utilized  throughout  the  course  of  this  study. 

4  A  Research  Monitor  is  not  required:  protocol  is  no  greater  than  minimal  risk. 

5  You  are  required  to  report  all  unanticipated  problems  involving  risks  to  subjects  or  others  (UPlRSOs) 
and  Serious  Adverse  Events  (SAEs)  to  the  IRB.  Any  unanticipated  adverse  events  must  be  reported  to 
the  Human  Protection  Administrator  within  24  hours  by  phone  at  (210)  916-2598  or  (210)  916-0606  or  by 
email  at  BAMC  IRB  AE@amedd.army.mil. 
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6  Protocol  C.201 5.008d  will  automatically  expire  on  February  11,  2016.  If  you  plan  to  continue  beyond 
this  date,  the  required  continuing  review  progress  report  is  due  to  the  BAMC  IRB  at  least  six  (6)  weeks 
before  this  deadline.  The  IRB  will  attempt  to  assist  you  by  sending  a  reminder;  however,  submission  of 
the  continuing  review  report  is  your  responsibility.  Failure  to  submit  the  report  on  time  will  result  in  the 
expiration  of  your  protocol  and  a  requirement  to  cease  all  research  activities  until  the  entire  protocol  can 
be  resubmitted. 

7  Please  be  sure  to  maintain  all  records  in  accordance  with  the  terms  set  forth  in  your  protocol.  You  are 
required  to  have  all  records,  including  informed  consent  and  FIIPAA  documents,  available  for  review  by 
the  IRB  or  other  federal  agencies. 

8.  Any  changes  to  your  protocol,  including  any  changes  in  personnel,  may  not  be  made  without  prior 
IRB  approval.  Please  forward  a  request  for  any  changes,  along  with  their  rationale,  to  the  BAMC  IRB  for 
review  and  approval. 

9  Please  inform  the  IRB  when  the  protocol  is  completed  or  changes  status  and  forward  any  significant 
findings. 

1 0.  Please  ensure  that  you  remain  in  compliance  with  BAMC  Memo  70-1 .  Review  and  approval  of 
abstract  and/or  manuscript  submissions  should  be  made  through  the  Department  of  Clinical  Investigation 
prior  to  any  release.  Contact  Ms.  Ileana  King-Letzkus  at  (210)  916-2000  for  additional  details 

11 .  If  at  any  time  you  have  questions  regarding  your  responsibilities  as  a  Principal  Investigator,  please 
contact  Lynn  Platteborze  at  210-916-9425  or  lynn.splatteborze.civ@mail .mil.  On  behalf  of  the  entire  IRB, 
we  wish  you  much  success  with  your  research  protocol.  We  look  forward  to  reviewing  the  progress  of 
your  study  in  the  coming  months. 


This  document  has  been  electronically  signed  in  accordance  with  all  applicable  regulations,  and  a  copy  is  retained  within  our 
records 
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